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November 26, 2002

Dockets Management Branch (HFA-305)
Food and Drug Administration

L£LAINTiclama T e ~
JU2V P IDLCIS L1, RUUIIJ. 1061

Rockville, MD 20852

Docket No. 98D-1146, “Draft Guidance for Industry: Evaluating the Safety of
Antimicrobial New Animal Drugs With Regard to Their Microbiological Effects on
Bacteria of Human Health Concern™

These comments are submitted on behalf of The Humane Society of the United
States, the country’s largest animal protection organization, with more than seven
million supporters nationwide. While we are concerned with the use of
antimicrobials by agriculture because of its contribution to the growing health crisis
of antibiotic resistance we would like to take this opportunity to voice our concermn
abour their use in relation to animal welfare. We are deeply concemed about the
use of antimicrobials in animal production, in particular their use at subtherapeutic
levels. While we strongly support preventing disease in animals, there are better
ways to accomplish this than by routinely feeding animals with low dosages of
antimicrobials. Such usage has mainly arisen because of unacceptable aspects of
intensive husbandry such as crowding, poor sanitation, and stressful conditions, all

of which are derrimental to animal health and welfare.

Unuil calls for restrictions on antimicrobials led the agricultural induswry to defend
them as necessary for health care, subtherapeuric antimicrobials given to farm
animals were generally referred 1o as *growth promoters’. Promotion of growth by
antimicrobials is firstly unnecessary and secondly evidence for inadequate
husbandry and management. Crowded and unsanitary conditions increase the
amount of pathogens that animals are exposed to and facilitate the spread of
disease. The disease controlling effects of subtherapeutic levels of antimicrobials

are less pronounced in clean, healthful, and stress-free environments and the

Asd- 114 C LA

Promoting the protection of 21l apimals
2100 L Street, NW, Washinglon, DC 20037 ®» 202-452-1100 = Fax: 202-778-6132 = www.hsus.org

F-879



» Nov=-26-02

11:30am

From=FA/CA 3081 T-487 P.03

OF THE

Davio O Wsbers, M.D
Cngirman ot the Bourd
Ana W Cowpe, Esy
Vice Cluerman

amy Freeman Lee, L P
Sectaary

Paul G Irwan

Prosisent, CEQ

G Thomas ware Hl
Trassursr, CFO

Patnicia A. Forkan
Exgeunve Vice President
Roaer A, KnQi, Esq
Vice PresigunyGanuris Councel

STAFF WGk PRESIIENTS

Martna C Armstrong
Semyr Voo Presicenm
Companion Alimais

irg Equng Prowection
Jonn w Rranay, Ph.D
Senior Vi Preskcri
Wihaite Programs

Wiayne Paculle

Sun Vice Prasiaent
Cammunnlons ana
Gavernnmusnt ATI3IrS
anorew N Rowan, Ph.D.
Semaor vics Presudent
Rusesren Egucabon and
1Al NINONE! ISSUSS
Micnasi C Appieby B . PnD
Farm Ammals and
Suszinabie Agneullure
Kathwenny Banudict
Admusustrslon, ITOMMNION
Servicess, and Taunmosogy
Richara M Ciugston, Ph B,
Hiyner Eaveston

Ranaain Lockwood, Ph D

Research and Educanom! Quttescn

Robert & Rowp PnD . SPHR
Human Rusources ang Egucation
Mehssa Swan Ruoin, Esg

Frein 3100 [ISSETSI Serviss
Marun L Stepheas, Ph.D

Ajumer Resaarch Issucy

Ricnard W. Swan Jr
Invesuganve Servevs

IWECTORS

Painc@ mares Asp
Petar A Benger

Donao w Cashen, Ph D
Anm v Coupe, £5q.
Jua; Fnedman

ance R Carey

Jannder Leanng, M D.
Amy freeman Lee, LRD
FrInGin M Loéw, DVM
Eugene W Lofenz

Jack W Lyoman
Willanit F Mancuso
Joan C. Martn-8rywn
Pamaek L McDonmei
Juay J Pl

Joa Ramsey, Esq
Jgmary U Rose

James D Ross Esq.
Munlyn G Seywer
Maurice F Strong, PC,CC.LLD
Jonn E Yan

Davia 0 Wiebers, M.D.
Mariyn E. Withelm

K Wilkam wWisenian

Joni AL HOYT

Pruyeaant Emotiius

Mufaaugn Stuar Madden, Exq
vice Fresioenv/Semor Cavines

NGO 0 onefy) cofduRtlv Kl
v e Economec and Soal Coutud
W I UNTeo NaLOne:

Viieedl et 1y o popef

beneficial effects greatest in poor sanitary conditions.! One company’s experience
with raising broiler chickens without antimicrobials, for growth promotion or
therapy, found thart this was readily achieved when more atiention was paid 10
ensuring proper ventilation, litter quality, and appropriate densities of bird
populations, among other management changes.? Some evidence suggests that
immune system stimulation results in reduced growth rates, and feeding
antimicrobials allows the producer to realize growth rates similar to those of

animals that are minimally swressed and nonmedicated.?

Effective antimicrobials are a most precious tool that we must preserve for reating
sick animals and sick people. They should not be used in place of proper sanitation

and providing animals with adequate space.

[ntensive production systems do not account for many basic needs of farm animals.
Confined in these quarters, they are unable 1o perform adaptive behaviors like
isolating themselves from others when sick or thermoregulatory efforts such as
gathering bedding for warmth, moving away from cold drafts, or wallowing in mud
10 cool down. Barren and crowded condirtions can also be a significant source of
stress. Stress can result in injurious behavior and reduced immune competence.
Furthermore, research indicates that intense selection for high productivity can
mean selection against disease resistance.” These conditions and practices

seemingly further the dependence of intensive animal production on antimicrobials.

It is vital to ask why antimicrobials are used in animal agriculture. The answers
demonstrate that considerable reductions can and must be made. Indusuy should
not be allowed to use these drugs as a band-aid for poor management. Better
husbandry that reduces the need for antimicrobials is necessary. Several European
countries are moving in this direction, such as Sweden, where broilers have been
raised successfully for a number of years without the use of subtherapeutic

antimicrobials. The health of broilers there has been maintained by using good
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